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AnomrylX*** No.: 6)84,204 US 
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THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re Application of: Hjort et d. RECEIVED 

ft0/aJfiM , G^ArtUni, 1615 CENTRAL FAX CENTER 

ApplicUonNo, 09/826^45 * 

, , ,nnl E»«« in « : H Shiek 0C 

Filed: ApriM.2001 

ConfimutioaNo: 2682 

, p^^aceuticd Compoubc* And The ?roc« B fer lU Prcpaxutico 



For. Nw! 



OFFICIAL 



mB(Yirmn — . n nvwm mwWVM 



Mail Stop After Final 
Commiaaicmcr for Patents 
P.O. Box 1450 
Alexandria, VA 22313 



Sir. 

1, Astrid SpUhim, declare as follows: 

Novo Nordiilc® A/S. My P*— «poH« — n .d — 

a_ fen,,. A copy of my C**- Vitae , ^ as A- Howev-. 

mM un»d inventor of the above-iaemified patent applic-non. 

WO 99/19313 by Lobray. 

3 The «P-«~" UDder my diTOtbn ~* ^ ^ 

M type, of of arpnine .* of (^[^-(phe™-^ 

»* a*d direct «p— ■ we, — . 
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tablets were stored in opw* 



Compound A 




Anhydrous lactose 
Talc 

Magnesiwri steaxate 



Melt granulation: 



stearate are added separately. 



0.354% or 7.08% 
"87.6% or 80-9% 




to ~ 65 a C in a high shear mixer whereby 



Tw„ g Alt ingredients are mixed i 

PtoceM. a« cooling, 
^^crogol 6000 mcl* and granulea are formed. Talc ti turn 

Wet granulation: 



Compound A 
NfiaocryetaUine celluioae 



19% 



Lactose monohydrele 



Tak 



Magnesium stearate 



79.1% or 72.4% 



1% 



L— ^ ^ Talc and magnesium «eandc 



Process; API andfillen are i 
ore added after drying, 

■ w —-aaurine the amount of impurities 

by capiallary electrophoresis of 0, 1, 3 ana 12 monuw 
byHPLC aoalysi* 

4 . ^^^.H-^en.^^B-^in^^.^. 
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_ CB) rtowgo at AO'CHiV. KH. open 
— — " Storage ome, mourns 




Wet Granulation 
number. 

* , „lv show to* formulation by *r*» ecmp»«t«i wmg 

anricipatod by prior » th«e <*parimw». 

6. I forth* deetare that aU fMHwaM nuae ^ fwha that 

-—-rrr^^— ---- 

Uni *d laM Ori* .* «~ »cb wil.ful ft* «— - 
application or anypatart luring thewm. 



AsuidSpiUum 



Date 
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CURRICULUM VrTAE 

Aatrid 




Dwa ^p re due.0^i«««rt.SOF WW 



Clinical 9uppll» Opwft»». OmW 
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■ Plot Plant, 
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